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REMARKS 

This Reply is intended to be completely responsive to the Final Office Action 
dated July 25, 2008. 

Status 

Claims 22-33 are pending in this Application. 

Claims 22-33 stand rejected. 

Independent claims 22 and 33 have been amended. 

Applicant believes that the rejections raised by the Examiner have been addressed 
and the Application is in condition for allowance. Reconsideration and allowance of 
pending Claims 22-33 is respectfully requested. 

Claim Rejections - 35 U.S.C. $ 112 f 1 

On page 2 of the Office Action, the Examiner rejected claims 22-33 under 35 
U.S.C. § 1 12 1, as failing to comply with the written description requirement. The 
Examiner states "[t]he new claim limitation including a first and second position are not 
supported by the specification." Applicant respectfully traverses the rejection. 

Applicant respectfully asserts that the claims 22 and 33 as amended by 
Applicant's Amendment and Reply filed March 13, 2008 are supported by the 
specification as originally filed. 

In Applicant's Amendment and Reply filed March 13, 2008, independent claims 
22 and 33 were amended to recite "placing the insert into a first position wherein the 
substance is maintained within the cannulated portion of the insert" and "placing the 
insert into a second position wherein the substance is allowed to flow from the cannulated 
portion of the insert through at least one of the bone-screw fenestrations to the bone." 
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These limitations are supported by the application as filed in a manner sufficient to 
indicate to a person of skill in the art that Applicant was in possession of the claimed 
invention at the time the application was filed. First, for example, Applicant's 
specification states that "it may be desirable to initially position the insert and bone screw 
such that the insert fenestrations do not align with the bone-screw fenestrations. The 
insert may then be subsequently re-positioned at a later time to align one or more of the 
insert fenestrations with the bone-screw fenestrations to facilitate substance delivery." 
Application, paragraph [0053]. Second, Applicant's specification states that "after the 
insert has been disposed within the bone screw, the insert may be rotated with respect to 
the screw to achieve alignment of certain of the insert and bone-screw fenestrations." 
Application, paragraph [0047]. 

In view of the above arguments, Applicant respectfully asserts that the subject 
matter of independent claims 22 and 33, as amended by the Amendment and Reply filed 
March 13, 2008, is adequately supported by the specification as filed. Accordingly, 
Applicant respectfully requests withdrawal of the rejection claims 22-33 under 35 U.S.C. 
§H2tl. 

Claim Rejections - 35 U.S.C. $ 102(b) 

On pages 2-3 of the Office Action, the Examiner rejected claims 22, 24, and 26- 
33 as being anticipated by Wilcox et al , U.S. Patent No. 5,681,289. Applicant has 
amended independent claims 22 and 33 to overcome the rejections based on Wilcox et al. 

Independent claim 22, as amended, recites a "method of administering a substance 
to a bone" comprising, in combination with other steps, "placing the insert into a first 
position wherein none of the one or more insert fenestrations align with the one or more 
bone screw fenestrations such that the substance is maintained within the cannulated 
portion of the insert." Independent claim 33, as amended, recites a "method of 
administering a substance to a bone" comprising, in combination with other steps, 
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"placing the insert into a first position wherein the insert prevents at least some material 
from entering the cannulated portion of the bone screw through all of the one or more 
bone screw fenestrations." Both amendments are supported by the specification as 
originally filed. See e.g. . Application, paragraphs [0053], [0047], and [0057]. 

Wilcox et al. does not identically disclose a method including the step of "placing 
the insert into a first position wherein none of the one or more insert fenestrations align 
with the one or more bone screw fenestrations such that the substance is maintained 
within the cannulated portion of the insert," as recited in amended independent claim 22, 
or the step of "placing the insert into a first position wherein the insert prevents at least 
some material from entering the cannulated portion of the bone screw through all of the 
one or more bone screw fenestrations," as recited in amended independent claim 33. 
Further, for the device of Wilcox ct al. to anticipate the method of claims 22 and 33, it 
must "in its normal and usual operation . . . necessarily perform the method claimed" 
under the principles of inherency. See MPEP 21 12.02. The device of Wilcox et al. does 
not, in its normal and usual operation, necessarily perform a method including the step of 
"placing the insert into a first position wherein none of the one or more insert 
fenestrations align with the one or more bone screw fenestrations such that the substance 
is maintained within the cannulated portion of the insert," as recited in amended 
independent claim 22, or the step of "placing the insert into a first position wherein the 
insert prevents at least some material from entering the cannulated portion of the bone 
screw through all of the one or more bone screw fenestrations," as recited in amended 
independent claim 33. 

In contrast, Wilcox et al. discloses both "a sump or bladder 100" (identified as an 
insert by the Examiner) and "a sump or bladder 110." See col. 9, lines 14-18, col. 10, 
lines 42-43, and Figs. 8-13. The "bladder 100" is placed into the "longitudinal cavity 88" 
of a "nail 85." See col. 9, lines 14-18 and Figs. 8-10. The "bladder 110" is placed into 
"nail 105." See col. 10, lines 42-43 and Figs. 11-13. There appears to be a gap between 
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the outer surface of "bladder 100" and the interior surface of "nail 85," as shown in Fig. 
10, and there also appears to be a gap between the outer surface of "bladder 110" and the 
interior surface of "nail 105," as shown in Figs. 12 and 13. As such, use of the "bladder 
100" or the "bladder 110" of Wilcox et al. would not necessarily include the step of 
"placing the insert into a first position wherein none of the one or more insert 
fenestrations align with the one or more bone screw fenestrations such that the substance 
is maintained within the cannulated portion of the insert," as recited in amended 
independent claim 22, or the step of "placing the insert into a first position wherein the 
insert prevents at least some material from entering the cannulated portion of the bone 
screw through all of the one or more bone screw fenestrations," as recited in amended 
independent claim 33. 

In view of the amendments to independent claims 22 and 33 and the arguments set 
forth above, Applicant respectfully asserts that claims 22, 24, and 26-33 are not 
anticipated by Wilcox et al. under 35 U.S.C. § 102(b). 

Claim Rejections - 35 U.S.C. $ 103(a) 

1. Rejection of Claim 23 Under 35 U.S.C. § 103(a) as Obvious over Wilcox 

et al. 

On page 3 of the Office Action, the Examiner rejected claim 23 under 35 U.S.C. § 
103(a) as unpatentable over Wilcox et al. Independent claim 22 has been amended to 
overcome the rejection based upon Wilcox et al. under 35 U.S.C. § 102(b). For the same 
reasons as discussed above, Wilcox et al. does not disclose, teach, or suggest a method 
including the step of "placing the insert into a first position wherein none of the one or 
more insert fenestrations align with the one or more bone screw fenestrations such that 
the substance is maintained within the cannulated portion of the insert" as recited in 
amended independent claim 22. Accordingly, dependent claim 23, which depends from 
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independent claim 22, would not have been obvious in view of Wilcox et al. under 35 
U.S.C. § 103(a). 

2. Rejection of Claim 25 Under 35 U.S.C. § 103(a) as Obvious over Wilcox 
et al. in View of Chappius 

On page 3 of the Office Action, the Examiner rejected claim 23 under 35 U.S.C. § 
103(a) as unpatentable over Wilcox et at. in view of Chappius , U.S. Patent Publication 
2001/0021852. As discussed above, independent claim 22 has been amended to 
overcome the rejection based upon Wilcox et al. The "fenestrated surgical screw and 
method" of Chappius does not remedy the deficiencies of Wilcox et al. Chappius 
discloses an "anchor 10" but does not appear to disclose an insert. See, paragraph [0027] 
and Fig. 1 . As such, Chappius does not appear to disclose, teach, or suggest a method 
including the step of "placing the insert into a first position wherein none of the one or 
more insert fenestrations align with the one or more bone screw fenestrations such that 
the substance is maintained within the cannulated portion of the insert" as recited in 
amended independent claim 22. Accordingly, dependent claim 25, which depends from 
independent claim 22, would not have been obvious over Wilcox et al. in view of 
Chappius under 35 U.S.C. § 103(a). 



Claims 22-33 are pending in the present application. Claims 22 and 33 have been 
amended. Favorable reconsideration of the application, as amended, is respectfully 
requested. 

The Examiner is invited to contact the undersigned by telephone if it is felt that a 
telephone interview would advance the prosecution of the present application. 

The Commissioner is hereby authorized to charge any additional fees which may 
be required regarding this application under 37 C.F.R. §§ 1 . 16-1 . 17, or credit any 
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overpayment, to Deposit Account No. 19-0741. Should no proper payment be enclosed 
herewith, as by the credit card payment instructions in EFS-Web being incorrect or 
absent, resulting in a rejected or incorrect credit card transaction, the Commissioner is 
authorized to charge the unpaid amount to Deposit Account No. 19-0741 . If any 
extensions of time are needed for timely acceptance of papers submitted herewith, 
Applicant hereby petitions for such extension under 37 C.F.R. §1.136 and authorizes 
payment of any such extensions fees to Deposit Account No. 19-0741. 



Respectfully submitted, 



Date October 27, 2008 



By /James D. Borchardt/ 



FOLEY & LARDNER LLP 
Customer Number: 23524 
Telephone: (414)319-7077 
Facsimile: (414)297-4900 



James D. Borchardt 
Attorney for Applicant 
Registration No. 62,025 
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